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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-5 and 7-31 stand rejected under 35 U.S.C. 102(b) as being anticipated 
by Kieval (US 6,178,349, hereinafter Kieval'349). It is noted that Testerman et al. (US 
5,344,438, hereinafter Testerman'438) is incorporated by reference (col. 5, lines 52-55) 
and also relied upon in this rejection. Citations to Kievar349 will bie made in plain text, 
while citations to Testerman'438 will be made in bold italic text. 

Regarding claims 1,13, 14, 17- 20, 22, 23, 25 and 26, Kievar349 discloses a 
delivery device (Klevar349: Fig. 1) for stiniulating a ganglion of the sympathetic nervous 
system (Kievar349: Fig. 2; column 4, lines 14-45) comprising a first and second series 
of flexibly connected delivery contacts (Kievar349: Fig. 1 , first series comprises 
electrode and reservoir system 92, second series system 94; column 5, lines 40-45. 
Testerman'438: Fig. 3, any of delivery contacts 64-86 can be set up in series (col. 

3. lines 35-57)). Regarding Kievar349, it is noted that the electrode 116 and reservoir 
1 14 of Fig. 2 are both delivery ports, and that the leading contact (1 14) is engagably 
associated with the trailing delivery contact (116) in an operative position (column 6, 
lines 22-24 and 54-63; column 7, lines 31-34). Regarding Testerman'438, it is noted 
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that any of contacts 62-86 in Fig. 3 can be considered ttie leading and trailing 
contacts, all of which are engagably associated in both the fir^t and second series. 

Regarding claims 1, 14, 19 and 23 it is noted that the terms "delivery contacts," 
"probe," "temriinal member" and "clamping members" all substantially define the same or 
substantially similar structures, each of which is clearly anticipated by Kievar349. 

Regarding claims 2, 3 and 1 1 , the electrode/resen/oir configuration of Kievar349 
can be considered concave or convex depending on whether you refer to the inside or 
outside portion of the cuff. Alternatively, it can be seen that the electrode plate on the 
inside of the cuff is concave, whereas the electrode material that extends around the flat 
edges of the cuff (Fig. 2 under reference 116) holds a generally convex shape. 
Additionally, the multi-electrode embodiments, such as the one illustrated by 
Testerman'438 also show a first series {Fig. 3, electrodes 62'66) arranged in a 
concave configuration relative to the centerline, and a second series {Fig. 3, electrodes 
72-76) in a convex configuration relative to the centerline. 

Regarding claim 4, Testerman'438 discloses a third series between and 
connected to both the first and second series {Fig. 3, contacts 82-86; column 3, lines 
35-57). 

Regarding claims 7 and 8, Kievar349 discloses that the delivery contacts can be 
either electrodes or drug ports (abstract). 

Regarding claim 9, and further regarding claim 14, the device disclosed in 
Kievar349 is capable of being inserted into a ganglion. 
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Regarding claim 10, Kieval'349 discloses delivery contacts having a trapezoidal 
configuration (Figs. 3 and 4, wherein the electrode and reservoir are each trapezoidal). 
Alternatively, Testerman'438 discloses trapezoidal contacts {column 2, lines 39-45). 

Regarding claim 12, and further regarding claims 14, 19 and 23, Kievar349 
discloses an axially elongated shaft (Fig. 1 , leads 96 & 98). The shaft is considered 
slidably engagable with the device because the suture means (Fig. 2, left of reference 
94) Is slidable along the lead to secure the cuff. Additionally, the cuff is slidable or 
positionable along the nerve. 

Regarding claims 1 5, 21 and 24, the suture element shown in Figure 2 of 
Kievar349 (element 140 of Testerman'438) is considered to be a detachable limit stop. 

Regarding claim 27, Kievar349 discloses clamping members hingedly connected 
to each other. The nerve cuff 1 12 shown in Fig. 2 is disclosed as being flexibly 
deformable, wherein the flat front edges are temporarily drawn apart and placed around 
the nerve, wherein upon release of tension the cuff returns to its original confonmation 
and holds the cuff substantially in contact with the nerve without need for sutures. 
Therefore, if one considers the front flat edges to be the clamping members, they are 
hingedly connected due to the flexible nature and intended application of the nen/e cuff. 
Alternatively, each nerve cuff 92 and 94 shown in Figure 1 can be considered a 
clamping member, those hingedly connected by element 100. 

Regarding claim 16, the first and second probes disclosed in Kievar349 are each 
considered to define a first and second prong for the same reasoning provided 
regarding claim 27. 
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Regarding claims 28-31 , Kieval'349 discloses a method of stimulating a ganglion 
comprising encasing a delivery device around a portion of a sympathetic ganglion and 
providing a stimulation signal to the ganglion while maintaining an ovoid shape (column 

4, lines 14-45; column 5, lines 2-26), wherein a semi-circular cuff is considered to be 
substantially ovoid. 

Further regarding claims 30 and 31 , it is noted that the stimulator and shaft are 
considered slidably engagable for the reasons set forth above in regards to claim 12 

Claim Rejections - 35 use § 102/103 

3. Claim 5 stands rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Kievar349. 

Regarding claim 5. Kievar349 discloses the first, second and third series each 
comprising four delivery contacts, wherein one can consider the reservoir to be a first 
contact, and the three series electrodes (shown as the disclosed embodiment of 
Testerman'438, Fig. 3) as the remaining three electrodes to make a total of four 
contacts. Altematively, Kievar349 discloses the use of a plurality of electrodes (column 

5, lines 40-45), but does not expressly disclose 4 electrodes. It would have been 
obvious to one having ordinary skill in the art at the time of the invention to include 4 
contacts, since it has been held that mere duplication of essential working parts of a 
device involves only routine skill in the art. St. Regis Paper Co. v. Bemis Co., 193 
USPQ8. 
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Claim Rejections - 35 (JSC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claim 6 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kievar349. 

Regarding claim 6, Kievar349 discloses a first, second and third series of 
contacts each having a respective diameter, but does not expressly disclose that the 
third diameter is greater than the first or second diameters. It would have been an 
obvious matter of design choice to one of ordinary skill in the art at the time of the 
invention to modify the system as taught by Kievar349 with the larger third diameter, 
because Applicant has not disclosed that a third diameter larger than either of the first 
or second diameter provides an advantage, is used for a particular purpose, or solves a 
stated problem. One of ordinary skill in the art, furthermore, would have expected 
Applicant's invention to perform equally well with the nerve cuff as taught by Kievar349, 
because it provides a means for securing the nerve cuff around a nerve in electrical 
contact therewith, and since it appears to be an arbitrary design consideration which 
. fails to patentably distinguish the instant application over Kievar349 . 

Therefore, it would have been an obvious matter of design choice to modify the 
system of Kievar349 to obtain the invention as specified in the claim(s). 
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Response to Arguments 

6. Applicant's arguments, see paragraph 2 of page 8, filed 2 August 2007, with 
respect to the objection to claims 17, 20 and 26 have been fully considered and are 
persuasive. In light of the cancellation of these claims, the objection to claims 17, 20 
and 26 has been withdrawn. 

7. Applicant's arguments filed 2 August 2007 have been fully considered but they 
are not persuasive. Claims 1-5 and 7-31 stand rejected under 35 U.S.C. 102(b) as 
being anticipated by Kievar349. 

8. Regarding Applicant's statement to the propriety of relying on Testerman'438 
(page 8, paragraph 3), it is noted that incorporation by reference is a matter of necessity 
rather than convenience, wherein there is no more practical or concise way to define the 
invention than to substantially duplicate a drawing, table, or text from the referenced 
document (Ex parte Fressola, 27 USQP2d 1608, 1609 (BPAI 1993)). Therefore, such 
an incorporation by reference is considered to make the cited document (in this case 
Testerman'438) a critical and inseparable part of the disclosure of the Kievar349 
reference, and therefore the rejection under §1 02(b) as made was proper. 

9. Regarding claims 1-5 and 7-13, in response to applicant's argument that the 
references fail to show certain features of applicant's invention, it is noted that the 
features upon which applicant relies (i.e., the respective series forming a secure 
elliptical or circular configuration) are not recited in the rejected claim(s). Although the 
claims are interpreted in light of the specification, limitations from the specification are 
not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 USPQ2d 1057 (Fed. 
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Cir. 1993). While defining a secure elliptical or circular configuration is appreciably one 
potential definition of "engagably associated," it is certainly not a limiting one. Process 
Control Corp- v. HydReclaim Corp., 190 F.3d 1350, 1357. 52 USPQ2d 1029. 1033 (Fed. 
Cir. 1999). One skilled in the art would not reasonably assume "engagably associated" 
to mean exclusively circular in nature, but rather could apply a wide range of 
interpretations such as electrically connected or functional together to be able to engage 
or clasp a body structure. Even if it were sufficiently defined that engagably associated 
meant strictly forming a secure elliptical or circular configuration, it is noted that the 
flexible nature of the Kievar349 substrate would make the Kievar349 device capable of 
bending such that the leading and trailing contacts could be made to touch in such a 
configuration. 

10. Regarding claims 14-18, in response to applicant's argument that neither 
Klevar349 or Testerman'438 teach a prove "insertable in a ganglion" but rather teach 
devices for use as a cuff around a nerve, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. 
Herein, both Kievar349 and Testerman'438 meet the structural requirements of the 
clams, and further would be capable of use in relation to a ganglion, and inserted 
therein. 

1 1 . Regarding applicant's argument as it applies to claims 1 9-27 that Kievar349 fails 
to teach a slidably engagable electrode body, it Is noted that the rejection as made 
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provides support for tliis limitation. The suture structure of the electrode body is 
disclosed as slidable along the lead, and furthermore the cuff is slidable along a nerve. 

12. Regarding applicant's argument as it applies to both claims 1 9-22 and 28-31 that 
Kievar349 is not "adjacently posltionable to a ganglion, it is noted that this is an inherent 
limitation of any nerve cuff structure as ganglia are specialized nerve structures that are 
found along the nerve chain, and therefore location on a nerve is inherently adjacent a 
ganglion. Furthermore, Kievar349 explicitly states in the cited sections (column 5, lines 
11-13) that the stimulating device is placed at the right or left stellate ganglion in one 
preferred embodiment. 

13. In response to applicant's argument that Kievar349 is designed for use with . 
nerves rather than ganglia, a recitation of the intended use of the claimed invention 
must result in a structural difference between the claimed invention and the prior art in 
order to patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. In this 
case, Kieval349 meets the structural claim limitations and further is capable of use with 
ganglia as well as nerves. It is further noted that a ganglion is merely a specialized 
nerve structure comprising a group of nerve cells, and one could therefore reasonably 
interpret the disclosure of use with nerves in Kievar349 as extending additionally to the 
specialized ganglion structure, which is itself merely a collection of nerves. 
Altematively, Kieval'349 explicitly states that it can be used in conjunction with a 
ganglion in column 5, lines 11-13. 
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Conclusion 

14. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher A. Flory whose telephone number is (571) 
272-6820. The examiner can nomially be reached on M - F 8:30 a.m. to 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Christopher A. Flory 
29 August 2007 



/George Manuel/ 

Primary Examiner 



